
TrackWise iw - Admin Scope Details 



mm** 



Admin Scope: Admin Activities 



Scope, soiled by: Included in Scope (Desc) 




nn 




Department 


Record Type 


Include 
in Scope 




£APA- New Jersey 


Action Item 


R 




CAPA- California 


Action Item 


W 




CAPA- Ireland 


Action Item 


W 




Audits - Ireland 


Observation 


r 




Audits -California 


Audit 


r 




Audits- New Jersey 


Observation 


r 




Audits - California 


Observation 


r 




CAPA - California 


Corrective Action 


n 




CAPA- California 


Preventive Action 


r 




Audits - New Jersey 


Audit 


r 




CAPA - Ireland 


Corrective Action 


r 




CAPA- Ireland 


Preventive Action 


r 




Audits - Ireland 


Audit 


r 




CAPA- New Jersey 


Corrective Action 


r 




CAPA - New Jersey 


Preventive Action 


r 




Change Control - California 


Request 


r 




Change Control -Ireland 


Request 


r 




Change Control - New Jersey 


Request 


r 




Complaints - California 


Complaint 


r 




Complaints - California 


Inquiry 


r 




Complaints - Ireland / 


Complaint / 


r 




Complaints - Ireland / 


Inquiry / 


r 



Help 

ok 

Caned 



1009 



1011 



1012 



1013 



FIG. 10 



tnator - Schedule Ad 



Admin Query Schedule*, sorted by: Schedule Name [Ate) 



1103 





Name 


Entries 
In 

Schedule 
Detail 






Every Day, Every Minute 


7 






Every Day, Once a Day. 


7 




| Monday Friday Every Two Hours 





























































































































































Row Count 3 



1101 




1107 



1104 



1105 



1111 



Schedule Details - Monday Friday Every Two Hours 



Admin Schedule: Monday Friday Eveiy Two How* 



Schedule Details: 





Day 


Start Time 


End Time 


Time 
Interval 




Sunday 










Monday 


8:00 AM 


5:00 PM 


120 




Tuesday 


8:00 AM 


5:00 PM 


120 




Wednesday 


8:00 AM 


5:00 PM 


120 


(Thursday 


8:00 AM 


5:00 PM 


120 




Friday 


8:00 AM 


5:00 PM 


120 




Saturday 









Clear 



Cogy to All 



* 

Exit 

m 

Edit 



1109 



FIG. 11 



1215 

1217 
1219 
1221 



Admin Activities Only 



AB Activity Types 



Admin Activities, sotted by: Admin Activity Name {Ate) 





Admin Activity 
Name 


Sets | Sets | Sets j Posting J 
Vak*s?j Dates? j Persons?] Actrvtors?) 


j Assigned To Notification 


r 


r i r I v \ 




Emeroency Friorty-Dsie Dus Setting 


p 


p 


r 


r 






Low Priority Dale Due Settfry 


r 


p 


r 


r 






Normal Prior ay-Daie t>ue Setting 


r 


p 


r 


r 






P&it B&jm AudS Aclivsy 


r 


r 


r 


P 






RNH &27<? Loveer Lfcrut Aiert 


r 


r 


r 


r 






RNH 5279 Uftxi UtiS Alert 


r 


r 


r 


r 






RNH Unp* Lima Aisrt 


r 


r 


r 


r 






Pi* 6231 Upper Lin* 


r 


r 


r 


r 






PJ-JH &232 Upner Lirnd Alert 


r 


r 


r 


r 






Set Asctonso To 


r 


r 


p 


r 




Set Priarjy tc Ertierpency 


p 


r 


r 


r 






Unoiikjned Record 


r 


r 


r 


r 






Unanaensd Record Notiiic ttior, 


r 


r 


r 


r 







































































































1201 / 
1203 



1207 



1209 



Mmfctete | 



v 

He»P 

Exit 

X 

Cancel 



^ 1205 



1213 



1211 



FIG. 12 



1302- 



Admin Activity: Set Priority to Emergency 



Set value*. lotted by: Field Name (Ate) 



i 



Field Name to Set 



| Additional Samples Tested? 



Affected SOP 



Assessment Method 



Assignable Cause 



Dispostion of Samples 



Final Disposition 



Governing SOP 



Impact 



Location 



Mfg Stage 



Phase 



Priority 



Product Family 



Produces) 



Proposed Disposition 



Type 



1301 



Fie Id Type. | Operation 



.Set Values 



Selection 



Selection 



Selection 



1303 



1305 



Emergency 



V 

Help 

<C 

Exit 

W 

Save 

X 

Cancel 



1307 



1309 



1306 





Mfg Stage 


Selection 










Phase 


Selection 










Priority 

Product Family 


Selection 
Selection 


m f 


Emergency 






Product(s) 


Multi-Selection 


Increment 








Proposed Disposition 


Selection 


Clear 








Type 


Selection 

































1310 



1311 



1313- 



Emergency 

Low 

Normal 



r 

Ok 

X 

Cancel 



FIG 13 



1402 



£1 



Admin Activity: Assigned To Notification 





i tt Fetfts j +/l 
FteW to Set | Btank.Base ; Add 
j FteJdtoUse (Value 


Tkne 
Unis 


tt Fiekt 
Base Firid to Use 


♦A 
Value 


Tina 
Unis 


Busrnss 
Days Rule 






Analyst Approval On 




















Audi Start Dote 








































Date Due 




















Date Occurred 




















C*ector Approval On 




















Discovery Date 




















Next Audi Date 




















OA Approval On 




















Received Questionnaire 




















Response Due Dale 




















Sent Questtonnafre 




















Supervisor Approved On 












































































































A 































V 
Help 

IT 

Save 



1403 



1405 



1407 1409 1411 



1413 



1412 



1415 




1414 



1421 



j Closed On 










! i 




n/ | Date Due 


Date Created 












| Date Occurred 















1418 



1424 



■^JctosedOn 


















viDatetRte — , 


Date Created 


30 


m f 










Calendar^ 




[Date Occurred 




















J Director Approval On 






Minute(s) 
Hour(s) 




CZ 1423 










| Discovery Date 






Oayts) 












J Next Audit Date 



















1422 



1425 



FIG. 14 



1513 



1501 

B m BESBaffl 

Admin Activity: Set A* signed To 



1503 



1505 



1507 



1509 





Fie« to Set 




rfFieWis 
Blank. Person 
to Set 


it new is 
Blank. Person 
Rote to Set 




h Field 
AfreadySet. 
Person to Set 


rf Field 
Already Set. 
Person Rote to Set 






2nd Aucaor 


















Analyst Approval By 


















Assigned To 






J8B®m F 












Closed By 


















Contact 






Developer 
Project Leader 












Dredor Approval By 






pi 1515 J 














Project Manager 
Quatty Manager 












Per son Notified * 




/ 


/ 




/ 







1511 



21 



7 

He»P 
Save 



1517 



Administration of Setting Person i telds 



Admin Activity: Set At signed To 





FeW to Set 




n F»eW is 
Blank, Person 
to Set 


If FieW ts 
Bank, Person 
Role to Set 




\ ffFteW 
\ AreadySet. 
\PersontoSet 


if Field 
Already Set. 
Person Rote to Set 






2nd Auditor 


















Anaryst Approval By 


















Assigned To 


















Closed By 


















Contact 

















v 

Help 
El* 

IE 

Edil 



FIG. 15 



Administration of Posting Activities 



«5fv 



Admin Activity Pott Begin Audit Activity 







Posting ' Date 




Ttoe 


Bjsriess i Responsive 


Responsible 




Activty to Post 


Mode 


Reterence 


Value 


Unts 


Days 


by 


by 








FtcW 






Rule 


Function < Name 




AcUon BemXs) Compiete 


















Al Responses Received 


















'Analyst Approval 


















•Approve Corrective Action 


















'Approve Preventative Action 


















Begh Auda 


S E 








i 






Begh Change Control 


















Begn kivestigatjon 
"Change Coriro! Canceled 


















Change Request 


















■Oosc 


















•Close -Deter 


















•Close - Reject 


















Comments 


















Commitment Initiated 


















Complete 


















Complete CommAment 


















Complete Correspondence 

















Note: "Cole* -coded S]c&*iy Types Requie /tectonic S 



p and can therefore be polled at Scheduled oAV 



1601 



1604 



1603 1605 



1609 



1607 



1611 



Administration of Posting Activities 



Admin Activity: Post Begin Audit Activity 



1613 





Activty to Post 


Mode 


Date 
Reterence 
Field 


*t- 
Vafcje 


Time 
unts 


Business 
Days 
Rule 


ResponsMe 
by 
FuTcUon 


Responsible 
by 
Name 






















AI Responses Received 


















'Analyst Approval 


















•Approve Corrective Action 


















"Approve Preventative Action 


















"Begin Audit 


Schedule 


Current DateMne 


2 


Daytt) 


Calendar 


BBEE3 \z. 






Begin Change Control 


















Begin Investigation a 




16 












"Change Control CanceBet 




15 - 










Change Request 


















'Close 


















"Close -Deter 








r- 










"Close - Reject 


















Comments 


















Commitment Initiated 




































Complete Commitment 


















Complete Correspondence 

















7 

Help 

0 

gave 

X 

Cancel 



Note: talc* -ceded Activity Typec Retjie Electronic Signatue and can therefor be potted ar Scheduled on)y. 



FIG. 16 



1702 



£3; Track Wise @ - Admin Query Maintenance DB: TRW1SE 



Active Admin Queries: Query Name (Asc) 





Query Name 


Triggered Actrviy 


Admin Scope 


Schedule 


Priority 
Group 


Program 
Entries 


j Emergency Priority 


Emergency Priority-Date Due Setting I Admin Activities 


Monday Friday Every Two Hours I 


2 i 1 ! 




Low Priority 


Low Prior iy Date Due Setting 


Admin Activities 


Monday Friday Every Two Hours 


_ 






Normal Priority 


Normal Priority-Dale Due Setting 


Admin Activities 


Monday Friday Every Two Hours 


2 


1 




Over Due Records 


Assigned To Notification 


Al Projects 


Every Day, Every Minute 


2 


1 




RNH 6279 <3.5 


RNH 6279 Lower Lima Alert 


Certificate of Analysts 


Every Day, Once a Day. 


2 


1 




JRNH6279 >4.5 


RNH 6279 Upper Uml Alert 


Certificate of Analysis 


Every Day, Once a Day. 


2 


1 




RNH 6380 >.8 


RNH 6280 Upper Limit Alert 


Certificate of Analysis 


Every Day, Once a Day. 


2 


1 




RNH 6381 >5.5 


RNH 8281 Upper Limit Alert 


Certificate of Analysis 


Every Day, Once a Day. 


2 


1 




RNH 6382 >1 .6 


RNH 6282 Upper Limit Alert 


Certificate of Analysis 


Every Day, Once a Day. 


2 


1 




Unassigned PRs 


Unassigned Record 


Admin Activities 


Monday Friday Every Two Hours 


2 


2 

































































































































































































/ 







1701 



1703 



1705 



1707 



1709 



V 

Help 



0 

Save 

X 

Cancel 



Delete_ 



Undelete 



Schedule 



Scope 



Prograi 



1712 
1714 



1717 
1719 



1711 



1713 



Admin Query: Unassorted PRs 



Program Sequence, sorted by: Sequence Number (Asc) (no other sorting is available) 



1723 





Seq. 
No 


Triggered Activity 


Program Control What to do after 
Executing the Current Sequence 


Time Werval 
C»n minutes) 




I 1 


Unassigned Record Notification 


Next - Advance to next sequence (watt given time interval) 


120 j | 






Unassigned Record Notificatior 


Next - Advance to next sequence (watt given time Interval) 


60 






3 


Unassigned Record Notification 


Cortrtue - Continue forever (wait given time interval) 


30 


























































































-A 














< — 









7 

Help 

* 

Egrt 



Undelete 



£dft 



1721 



1725 



1727 



1729 



1731 



FIG. 17 



